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after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 
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Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
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1 )KI Responsive to communication(s) filed on 07 December 2007 . 
2a )□ This action is FINAL. 2b)^ This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 3^5 is/are pending in the application. 

4a) Of the above claim(s) 3 and 4 is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) ^ Claim(s) 5 is/are rejected. 

7) 0 Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 
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Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
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DETAILED ACTION 

1. Applicants' amendments of 12/07/2007 are acknowledged. Claims 1-2 have been 
canceled. New claims 4-5 have been added. Specification page 1 was amended to 
enter priority information. 

Election/Restrictions 

2. Applicants' election with traverse of 12/07/2007 is acknowledged. Applicants 
elected new claim 5 which include species of SEQ ID NOs 1, 2, 5 and 6. The traversal 
is on the ground(s) that "Applicant respectfully disagrees and notes that Pass et al, 
teaches a multiplex system for detecting LTI, LTIIa, LTIIb, STI, STII, VT1 , VT2, VT2e, 
CNF1 , CNF2, eaeA, Eagg and Einv, not the detection of eaeA, EHEC-HlyA, VT1 , VT2, 
VT2c, VT2d, VT2e, VT2f, 0157 and H7. That is, while there is some overlap (VT1 , VT2, 
VT2e and eaeA), applicant's multiplex system is directed to 4 virulence genes (EHEC- 
HlyA, VT2c, VT2d and VT2f) and two serotypes (0157 and H7) not taught or suggested 
by Pass et al. It is further noted that the primers taught by applicants for detection of 
VT1 , VT2, VT2e and eaeA differ from those taught by Pass et al." 

This is not found persuasive because The special technical feature-linking groups 1-67 
appears to a method of detecting presence or absence of E.coli in sample. However, 
Pass et al. (Journal of Clinical Microbiology vol .38, no. 5, pp. 2001-2004, May 2000) 
teach multiplex PCR methods for detection of E.coli (see abstract). Therefore, the 
technical feature linking the inventions of groups 1-67 does not constitute a special 
technical feature as defined by the PCT Rule 13.2, as it does not define a contribution 
over the prior art. As set forth above, each of group l-lll has a special technical feature 
that is not required for the other groups. The requirement is still deemed proper and is 
therefore made FINAL. 

Claims 3-4 are withdrawn from further consideration pursuant to 37 CFR 
1 .142(b), as being drawn to a nonelected. 

Drawings 

3. The drawings submitted 07/23/2007 is accepted by the office. 
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Claim Rejections - 35 USC § 102 

4. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a 
foreign country or in public use or on sale in this country, more than one year 
prior to the date of application for patent in the United States. 

5. Claim 5 is rejected under 35 U.S.C. 102(b) as being anticipated by Pass et al. 
(Journal of Clinical Microbiology vol .38, no. 5, pp. 2001-2004, May 2000) prior art of 
record applicants' International Search Report submitted 7/23/2004. 

Claim 5 is drawn to a method for detecting the presence of E.coli virulence 
related genes in sample by multiplex PCR , i.e. adding the sample to a amplification 
mixture including at least one pair of primers selected from the group consisting of at 
least 15 contiguous nucleotides of SEQ ID NO 1 , 2, 5 and 6. 

Pass et al. teach a method for detecting the presence of E.coli virulence 
related genes in sample by multiplex PCR, i.e. adding the sample to an amplification 
mixture including at least one pair of primers selected from the group consisting of at 
least 15 contiguous nucleotides of SEQ ID NO 1, 2, 5 and 6. Pass et al. also teach 
primers for amplifying VT1 , VT2, VT2e and other genes of E.coli (see abstract, page 
2001 and table 2). The SEQ ID NO: 1 , 2, 5 and 6 or VT1-a, VT1-b, VT2-a and VT2-b will 
be inherent in the genes and primers taught by Pass et al^3iajm r 5Js d^rawn to a 
e of E.coli virulence related genes in sample by 
! 'i o to a amplification m ixture including at least one 

-'MOif'H^i o > - > ) so NO: 1. 2. 5 and 6 are defined as VT1~a. VT1-b. 
\ ^ s o ^ -smers foramphv^; genes A \ T1 t \ T2 1 

t he genes and 
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Claim 5 is rejected under 35 U.S.C. 102(b) as being anticipated by Gannon et 

al. (Journal of Clinical Microbiology vol .35, no. 3, pp. 656-662, March 1997) prior art of 
record applicants' International Search Report submitted 7/23/2004. 

Claim 5 is drawn to a method for detecting the presence of E.coli virulence 
related genes in sample by multiplex PCR , i.e. adding the sample to a amplification 
mixture including at least one pair of primers selected from the group consisting of at 
least 15 contiguous nucleotides of SEQ ID NO 1 , 2, 5 and 6. 

Gannon et al. teach a method for detecting the presence of E.coli virulence 
related genes in sample by multiplex PCR, i.e. adding the sample to a amplification 
mixture including at least one pair of primers selected from the group consisting of at 
least 15 contiguous nucleotides of SEQ ID NO 1, 2, 5 and 6. Gannon et al. also teach 
primers for amplifying VT1 , VT2, VT2e and other genes of E.coli (see abstract, and 
table 1). The SEQ ID NO: 1 , 2, 5 and 6 or VT1-a, VT1-b, VT2-a and VT2-b will be 
inherent in the genes and primers taught by Gannon et al. 

Note: Applicants specification pages 10 and 1 1 identify SEQ ID NO: 1, 2, 5 and 6 as 

VT1-a, VT1-b, VT2- ap and VT2-b. 

.Status of the Claims 

7. No claims are allowed. 

Conclusion 

8. Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published 
applications may be obtained from either Private PAIR or Public PAIR. Status 
information for unpublished applications is available through Private PAIR only. For 
more information about the PAIR system, see http://pair-direct.uspto.gov. Should you 
have questions on access to the Private PAIR system, contact the Electronic Business 
Center (EBC) at 866-217-9197 (toll-free). 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Khatol Shahnan-Shah whose telephone number is 571- 
272-0863. The examiner can normally be reached on Monday-Friday 7:30 AM-5:00 PM 
If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Shanon Foley can be reached on 571-272-0898. 

The fax phone number for the organization where this application or proceeding 

is assigned is 571-273-8300. 

Khatol Shahnan-Shah . B.S., 
Pharm, M.S. 

Biotechnology Patent Examiner 
Art Unit 1645 
Marches, 2008 



/Shanon A. Foley/ 

Superviso ry Patent Examiner, Art Unit 1645 



